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1. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-4, 8, 16-19, 30, 48-49 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

3. The term "suitable conditions" in claims 1 and 16 is a relative term which renders 
the claim indefinite. The term "suitable conditions" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. In claim 8, "the radioactive molecule" lacks positive antecedent basis in that 
the claims do not previously recite that the molecule is radioactive. In claims 8 and 30 
"conjugated polypeptides" should be "conjugated cationic polypeptides" to be consistent 
with the specification. The term "functionalized" in claims 48-49 is a relative term which 
renders the claim indefinite. The term "functionalized" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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5. Claims 1-2, 4-7, 9-12, 16-17, 19-23, 29, 31-35 are rejected under 35 
U.S.C. 102(b) as being anticipated by Bates et al (WO 98/17331). 
Bates discloses an implantable medical device (10), such as a stent (12), which is 
coated with a layer of a bioactive material (18) on top of which there is a porous coating 
layer (20) (page 13, lines 11-15 and Figures 1 and 4). The base material (14) of the 
stent can comprise a variety of materials such as stainless, steel, nitinol, inconel, Au, 
Ta, Ti or alloys thereof (page 14, lines 14-26). The bioactive layer may contain a variety 
of compounds (see page 17, line 10- page 18, line 20) including a nitrate, 
dexamethasone sodium phosphate, deoxyribonucleic acid, an antisense nucleotide, 
peptides, proteins, iron chelators and any radioactive derivatives thereof (e.g. 1131, P32, 
S36), and further including radiotherapeutic agents such as Co60, Ir192, P32, In111, 
Y90 and Tc99. The compounds listed include such being positively or negatively 
charged, especially in combination with a radioactive metal isotope, e.g. polyanionic 
complexes. A surface process can be carried out prior to deposition of layer 18, such 
as cleaning, solvent or plasma treatment (page 15, lines 27-31). The bioactive layer 18 
may be applied by contacting the device with a fluid mixture of the bioactive material 
(page 30, lines 10-16) by dipping, which is considered to correspond to a "passive 
deposition method" or by electrostatic deposition. The fluid mixture can be a solution, 
e.g. made of dexamthosone or its derivatives and ethanol. The method of electrostatic 
deposition implies that there is an electrical potential difference applied between a 
surface to be covered and the fluid mixture or solution such that charged molecules are 
attracted by and thereby deposited onto the surface. 
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6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 3, 8, 13-15, 18, 23-24, 30, 36-39, 45-47 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Bates et al in view of Eury (EP 0819446). 

Bates et al, as discussed above, discloses a method for manufacturing a stent and a 
stent being covered by a layer of radioactive material, such as a S-emitter, and which is 
used to prevent restenosis. Eury discloses a stent having a radioisope attached to the 
outer layer of the stent. Eury teaches using a gold base layer and Ir192 as the 
radioisotope and a chelator (column 5, lines 46-50). Eury teaches attaching a 
radioisotope to a Au layer by employing molecules which contain thiol-containing groups 
to bind the radioisotope. A modification of Bates et al to include a thiol containing 
group to attach the gold would have been obvious since this would have been another 
well known means for attaching a layer to the stent. 

8. Claims 24-28 and 40-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bates et al in view of Eury as applied to claims above, and further in 
view of LeClerc et al (WO 98/23299). 

LeClerc et al discloses the use of and making of a radioisotope-labelled 
oligonucleotides for preventing restenosis. The oligonucleotide can be a double or a 
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single stranded DNA sequence and teaches a 15-mer DNA oligonucleotide (page 13, 
lines 13-15) and using a B-emitter, preferably P32 (page 13, lines 32-33). Therefore a 
modification of Bates et al to include a radioisotope-labelled oligonucleotide would have 
been obvious in view of the teachings of LeClerc et a which shows the advantages of 
radiolabeled DNA carriers for treating restenosis. 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Hafeli et al and Kraus et al are cited to further show the state of 
the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John P. Lacyk whose telephone number is 571-272- 
4728. The examiner can normally be reached on Mon-Fri, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chuck Marmor, II can be reached on 571-272-4730. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




John P Lacyk 
Primary Examiner 
Art Unit 3735 
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